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SUGGESTIONS

The Committee on Industry, Research and Energy calls on the Committee on the 
Environment, Public Health and Food Safety, as the committee responsible, to incorporate the 
following suggestions into its motion for a resolution:

A. whereas the pandemic has reaffirmed the strengths and limitations of the current set-up 
for managing value chains and accessibility to medicines and vaccines; whereas the 
problem of shortages of medicines in the EU is long-standing and the number of 
incidents relating to shortages of medicines has been growing in the Member States in 
recent years; whereas an effective pharmaceutical strategy should include measures 
designed not only to mitigate the impact of medicine shortages, but also to prevent 
them, by looking at their root causes; whereas the EU’s open strategic autonomy and 
security of supply should be ensured by, among other things, the diversification of 
supply chains for essential medicines and medicinal products, including European 
manufacturing sites and public procurement;

B. whereas equitable access to safe, effective and affordable medicines is a fundamental 
right; whereas the full realisation of this right requires a society that puts health first; 
whereas the EU can support this right by applying a predictable policy framework that, 
among other things, fosters public and private investments and a European research-
based pharmaceutical industry which would benefit both the EU economy and society 
as a whole; whereas public pharmaceutical research and innovation should be guided by 
public health objectives, including those related to unmet medical needs;

General principles

1. Emphasises that health is a fundamental, inalienable and universal human right; 
therefore regards the availability and affordability of medicines to be a priority; 
underlines the need for constant and sufficient availability of affordable medicines in all 
Member States; underlines that the EU can support this by applying a predictable policy 
framework that guarantees that public and private investments ensure affordable patient 
access to medicines and that benefit society as a whole;

2. Welcomes the recognition in the pharmaceutical strategy of the need to ensure fair 
access to medicines and points to the need for better communication and planning 
among the interested parties to achieve this goal; emphasises that the pharmaceutical 
industry is a strategic sector in Europe and must be supported and organised with 
adequate, strong industrial policies;

3. States that the current COVID-19 crisis shows the need for better European cooperation 
in the health sector; calls on the Commission to take greater responsibility for investing 
in and shaping pharmaceutical innovation; emphasises that research and the production 
and use of medicines should follow ethical principles that guarantee a patient-centred 
approach, protecting the dignity and the integrity of the person;

4. Calls for the strong involvement of patient and end-user associations as well as of 
representatives of health professionals in the design and implementation of the Union’s 
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initiatives enabling the pharmaceutical strategy for Europe;

5. Calls on the Commission to draw all lessons from the management of the COVID-19 
pandemic, considering both the positive aspects of joint procurement procedures and 
their difficulties and limitations with a view to preparing for a new stage in the process, 
to share the learnings from the COVID-19 situation and to draw conclusions with a 
view to establishing an effective pan-European policy framework aimed at preventing 
shortages in the long term and ensuring a well-functioning, sustainable industry that 
continues to act as a catalyst for sustainable access to medicines for patients and for 
innovation;

6. Calls on the Commission, in addition to the structured dialogue on manufacturing and 
supply chains, to consider a focused, action-oriented high-level pharmaceutical forum 
involving representatives of national health authorities and social security institutions, 
policy-makers, regulators, scientists, trade unions representing workers in the industry, 
associations of patients and of public health system users, public health advocates, 
representatives of industry, and other concerned stakeholders of the healthcare supply 
chain and healthcare sector;

7. Urges the Commission to ensure the free flow of medicines within the EU internal 
market and to implement EU coordinated measures to ensure the right of access to 
healthcare, thereby avoiding temporary restrictions to the free movement of medicines;

8. Supports the Commission in its objective of designing a new EU industrial strategy in 
an effort to achieve a more competitive and resilient industry in the face of global 
shocks;

Open strategic autonomy and supply chain

9. Welcomes the new European pharmaceutical strategy as a new opportunity; emphasises 
the strategic role played by the European pharmaceutical industry in guaranteeing the 
EU’s autonomy in the event of a health crisis or a threat to bio-security; calls for close 
cooperation and coordination between the European Health Emergency Preparedness 
and Response Authority (HERA), the European Centre for Disease Prevention and 
Control (ECDC), the European Medicines Agency (EMA) and other relevant public 
authorities operating at national and European level;

10. Recalls the Commission communication of 5 May 2021 on ‘Updating the 2020 New 
Industrial Strategy: Building a stronger Single Market for Europe’s recovery’ 
(COM(2021)0350), which analyses the EU’s strategic dependencies, including the 
production of active pharmaceutical ingredients and other health-related products, 
which could lead to vulnerabilities for the EU and affect its core interests, and which 
refers to the pharmaceutical strategy as a means to address these issues;

11. Calls on the Commission to address unjustified trade restrictions; recommends that a 
key requirement for a pharmaceutical strategy for Europe should be that the flow of 
medicines meets patients’ demands and should not be based on pure commercial 
interests; recommends establishing further EU guidance to Member States on the import 
and export of medicines across borders; calls for additional safeguards to ensure that 
pharmaceutical materials and ingredients entering the EU market are produced in 



AD\1240721EN.docx 5/16 PE689.816v03-00

EN

accordance with adequate social and environmental standards; invites the Commission 
to increase its efforts to achieve a more resilient industry in the face of global shocks;

12. Recalls the critical need for global health and for global supply chains to develop local 
production and distribution capacities in the EU and in developing countries, notably in 
terms of pharmaceutical research, development and production and always in 
accordance with social standards and industry due diligence; calls on the Commission to 
use the industrial, intellectual property and pharmaceutical strategies to facilitate 
bridging the persisting gap in research and medicine production through product-
development partnerships and the creation of open centres for research and production;

13. Considers that pharmaceutical manufacturing plants are part of Europe’s critical health 
infrastructure; calls therefore on the Commission and the Member States to monitor 
foreign direct investment in the sector; suggests applying the European Programme for 
Critical Infrastructure Protection to the health infrastructure sector;

14. Urges the Commission, the Member States and other parties involved to define as soon 
as possible a clear and ambitious policy roadmap through economic, regulatory and 
industrial reforms to secure and modernise existing manufacturing capabilities of 
medicines, technology and active pharmaceutical ingredients in Europe; calls on the 
Commission to propose a strategy addressing the concentration of capacity production 
and supporting decentralisation with partners in multiple countries in order to distribute 
systemic risks, build systematic resilience in the manufacturing and supply of essential 
medicines and vaccines, and strengthen the global health commons;

15. Points out that small and medium-sized enterprises (SMEs) play a crucial role in the 
pharmaceutical value chain, often as first-movers and drivers of innovation; calls on the 
Commission to maintain a comprehensive and predictable regulatory framework that 
fosters investment and innovation in, in particular, European pharmaceutical SMEs; 
urges the Commission to also propose measures to incentivise the greater inclusion of 
European SMEs in the medicine supply chain given their key role in research and 
innovation and inherent ability to quickly adapt their production focus, with a view to 
coping better with unexpected shocks;

16. Points out that developing new mutual recognition agreements on good manufacturing 
practice (GMP) certificates and extending the scope of existing ones (most importantly 
on inspections and batch testing) with more countries who have high manufacturing 
standards could make it easier to include sites in non-EU countries in a production 
supply chain without giving up European standards, which would allow for higher 
production capacity in times of crisis;

17. Stresses the potential of healthy competition and the risk of uncompetitive and 
monopolistic markets, as well as a lack of standardisation leading to supply chain 
shortages, in particular for single use bioprocessing equipment;

European Health Emergency Preparedness and Response Authority (HERA)

18. Calls on the Commission and the Member States, under the seven-year multiannual 
financial framework, to endow HERA with an ambitious and predictable budget 
intended to support research and development and gear it towards addressing significant 
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public health problems for which private funding is insufficient and, in the event of a 
health crisis, providing operational support to pharmaceutical companies;

19. Calls on the Commission to work towards a European public biomedical infrastructure 
covering the entire value chain of medicines, and to develop the European Health 
Emergency Response Authority (HERA); recognises the importance of involving all 
stakeholders in the development and activities of HERA, building on the positive 
experiences of public-private partnerships throughout the COVID-19 pandemic;

20. Welcomes the launch on 17 February 2021 of the HERA incubator focused on tackling 
variants of the COVID-19 virus;

21. Urges the Commission, drawing on the experience with the authorisation of COVID-19 
vaccines, to work with the EMA to consider extending the application of rolling reviews 
to other emergency medicines; further calls on the Commission to work with the EMA 
to develop the use of electronic product information for all medicines in the EU;

22. Calls on the Commission to increase its involvement in supporting critical health 
infrastructure protection in Member States and to start applying the European 
Programme for Critical Infrastructure Protection to the health infrastructure sector;

Preventing shortages

23. Calls on the Commission to introduce an EU-wide early warning system for anticipated 
and verified shortages, involving all supply chain stakeholders, from manufacturers, 
full-service healthcare distributors and online and community pharmacists to 
prescribers, the national competent authorities and the EMA for coordination at EU 
level; stresses that timely communication on shortages to affected stakeholders is 
crucial to ensure that patients’ needs are met; calls on the Commission to take all 
necessary measures to guarantee transparency of production and supply chains; invites 
the Commission to develop synergies with horizon scanning and mapping processes 
already in existence via the EMA or via existing voluntary inter-country cooperation 
schemes;

24. Notes that uncompetitive medicine markets, including for generics, may cause rapid 
increases in prices of medicines; encourages the Commission to adopt incentives and 
promote legal and regulatory reform in the pharmaceutical market, in order to avoid 
easy market manipulation, causing rapid increases in medicine prices, increasing the 
risk of medicine shortages and leaving patients without critical treatments in times of 
need;

25. Calls on the Commission and the Member States to increase public investment in 
generic and biosimilar medicines in order to save costs, stimulate innovation and 
increase market competition; highlights the need to attach strict conditions, including on 
pricing, transparency, and availability, to public funding in accordance with the 
principle of fair return on investment;

26. Is concerned that economic and industrial barriers continue to hamper the 
pharmaceutical production value chain; insists, with a view to mitigating the 
shortcomings of certain pharmaceutical laboratories, that a genuine industrial strategy 
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should be implemented to restore conditions conducive to local pharmaceutical 
production; notes that an EU pharmaceutical strategy must serve to avoid certain 
laboratory practices that can have a negative impact and that laboratories’ economic 
strategies must ensure robust production chains; considers that this European 
pharmaceutical industrial strategy should contribute to a genuine public health strategy 
focused on patients’ interests;

27. Calls on the Commission to identify vulnerabilities in the global supply chain of critical 
medicines and to promote investments in manufacturing, raw pharmaceutical materials, 
intermediates and active pharmaceutical substances;

28. Calls for EU joint procurement to be used more systematically and to ensure equal and 
affordable access to important medicines and medical devices, notably in exceptional 
circumstances and for extraordinary public cross-border health threats, such as the 
COVID-19 pandemic; highlights that joint public procurement should have a clearly 
defined scope as there can be new innovative antibiotics, new vaccines and curative 
medicines, and medicines for rare diseases, while taking into consideration the need for 
a more balanced public-private investment mix and including clear liability for 
manufacturers as well as the need for sufficient flexibility for Member States in line 
with national specificities;

29. Calls on the Commission, in the context of Directive 2014/24/EU on public 
procurement, to draw up guidelines designed to support sustainable public procurement 
practices favourable to all Member States in the area of pharmaceuticals and bring about 
the inclusion in most economically advantageous tender (MEAT) criteria, in addition to 
price, of criteria concerning security and continuity of supply and environmentally 
sound production;

30. Calls for the introduction of reporting requirements vis-à-vis the competent public 
authorities for pharmaceutical undertakings, involving the drafting of a plan that 
guarantees continuity of supply so that they can cushion the impact of any event that 
disrupts the supply chain;

31. Calls on the Commission and the Member States to encourage cross-country 
cooperation to promote joint negotiations on the pricing of medicines and/or joint health 
technology assessments (HTAs);

32. Calls on the Commission to consider regulatory changes requiring the pharmaceutical 
industry to ensure that its supply chain is diversified, by identifying an operational 
alternative for each component of the supply chain, and put in place a mandatory 
medicine shortage risk mitigation plan to manage any vulnerabilities in and risks to the 
supply chain; stresses the need to ensure that solid evidence, based on well-designed, 
well-powered comparative randomised clinical trials with meaningful endpoints, is 
required for marketing authorisations;

Initiatives and actions related to research and innovation (R&D)

33. Stresses that R&D is key for the development of innovative medicines, therapies and 
diagnoses;
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34. Highlights the importance of a research-based pharmaceutical industry as an essential 
contributor to safeguarding quality manufacturing and supply of affordable medicines to 
reach all patients in need, strengthening the Union’s innovation, resilience, accessibility 
and responsiveness, and helping address future challenges;

35. Takes the view that constant dialogue between pharmaceutical companies, health 
authorities and paying agencies is essential in order to match R&D priorities with those 
of health systems;

36. Stresses that R&D in drug development very often fails to complete clinical trials and 
does not therefore result in final drug approval;

37. Calls on the Commission to develop mechanisms to provide channels of information, 
communication and appropriate advice so as to make participation in innovation 
projects more accessible at European level, above all for SMEs and research centres;

38. Stresses that investment in research should deliver effective therapeutic treatments for 
patients with rare diseases and chronic diseases, including cancer and paediatric cancers 
in particular;

39. Calls on the Commission, with regard to the structured dialogue on drug production and 
the implementation of the industrial strategy, to propose incentives and reforms – both 
market and regulatory – that stimulate investments in drug production aimed at 
strengthening the production chain and ensuring more adequate supply for patients with 
cancer or rare diseases;

40. Recognises that further analysis is needed to examine the limits of the current 
pharmaceutical system in the EU and its Member States, in particular in relation to the 
impact of certain incentives in EU pharmaceutical legislation, the use of these 
incentives by economic operators and the consequences for the innovation, availability, 
accessibility and affordability of medicinal products for the benefit of patients, 
including as regards innovative treatment solutions to common diseases that cause a 
heavy burden for individuals and health systems;

41. Highlights the importance of public R&D efforts in discovering new treatments; stresses 
that research priorities must address public health needs, and stresses that the regulatory 
framework must facilitate the best possible outcome for patients and public health; calls 
on the Commission and the Member States to foster R&D driven by public health and 
unmet medical needs, including by researching new antimicrobials;

42. Welcomes the impact of Regulation (EC) No 141/2000 of 16 December 1999 on orphan 
medicinal products and Regulation (EC) No 1901/2006 of 12 December 2006 on 
medicinal products for paediatric use; notes, however, that scientific progress and 
investment in research have been insufficient to address the unmet needs of patients 
with rare diseases, paediatric cancers and neurodegenerative diseases, to deal with 
antimicrobial resistance (AMR) and to prevent the outbreak of infectious diseases; calls 
on the Commission to support a regulatory framework which strengthens incentives for 
orphan medicines R&D in the EU in order to effectively address these shortcomings;

43. Calls on the Commission to incentivise child-specific and first-in-child innovation and 
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to facilitate the repositioning of medicines failing in adults when there is a scientific and 
preclinical rationale;

44. Notes that the implementation of Regulation (EC) No 141/2000 on orphan medicinal 
products and Regulation (EC) No 1901/2006 on medicinal products for paediatric use 
has led to an increase in the number of clinical trials and the number of treatments 
available for rare diseases; draws the Commission’s attention to the fact that any 
proposal to revise these two regulations must maintain a stable and predictable incentive 
framework, with a particular focus on the prevalence threshold;

45. Calls on the Commission to promote the development of research in the field of pain 
therapy drugs;

46. Welcomes the Commission’s publication on 5 February 2021 of the Strategic Agenda 
for Medical Ionising Radiation Applications (SAMIRA Action Plan); calls on the 
Commission, when revising pharmaceutical legislation, to draw up a regulatory 
framework geared to the deployment of radiological and nuclear technologies for 
therapeutic, and not solely diagnostic, purposes;

47. Calls for an important project of common European interest (IPCEI) to be launched in 
the pharmaceutical sector with a view to identifying targeted diseases or technologies in 
advance;

48. Calls on the Commission to propose as soon as possible a legal framework to encourage 
innovation for new antibiotics with either incentives comparable to those in the area of 
orphan drugs or paediatrics or new innovative incentives to stimulate innovation to 
bring new antibiotics to the market;

Transparency initiatives

49. Calls on the Commission to support pricing models which take account of real 
production costs;

50. Encourages the active involvement of public health organisations and societies, patient 
and consumer associations, and trade unions;

51. Calls for long-term monitoring of medicines placed on the market in order to identify 
any harmful side effects and assess their cost-effectiveness as treatments;

52. Calls for cooperation and communication among experts, scientists, industry and all 
interested parties with a view to exchanging views and information in order to achieve 
the objectives laid down in the pharmaceutical strategy;

Intellectual property

53. Calls on the Commission to maintain a stable and predictable legislative framework for 
intellectual property; fully supports the intellectual property (IP) action plan proposal to 
upgrade a series of existing IP tools and make them fit for the digital age; points out, 
however, that public interest and patient safety should be at the centre of all health 
policies, alongside investment and research; emphasises, therefore, that patent 
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protection and enforcement should have due regard for the interests of society, namely 
the safeguarding of human rights and public health priorities;

54. Underlines that patents are intended to offer some guarantee of a return on investment, 
but the patent system is also designed to balance the interests of inventors with those of 
the public; recalls that patent protection should not interfere with the right to health, 
undermine the accessibility and availability of medicines or serve to widen social 
divides;

55. Acknowledges that policy which incentivises medical innovation is in the interest of 
patients and society at large; underlines the need to ensure a smart use of IP; recalls that 
IP rights allow an extensive period of exclusivity that needs to be regulated, monitored 
and implemented carefully and effectively by the competent authorities so that IP rights 
do not limit accessibility and availability of medicines or conflict with the fundamental 
human right to health;

56. Welcomes the Commission’s initiatives to foster production and investment in Europe 
as well as to simplify and streamline relevant procedures in order to strengthen 
European capacities to be able to react quickly to health crises; calls on the Commission 
to look into the development of exceptional mechanisms to respond rapidly to health 
crises based on an impact analysis; takes the view that, in such crises, the Commission 
should work within a long-term framework and draw up a plan for the production of 
medicines or vaccines;

57. Considers that patent and other intellectual property protections serve to ensure the 
competitiveness of the pharmaceutical industry, and that a multilateral legal framework 
for intellectual property rights (IPR) should provide incentives for preparedness against 
future pandemics; notes that global equitable access to affordable vaccines, diagnostics 
and treatments is the only way to mitigate the global public health and economic impact 
of public health emergencies; emphasises that the EU pharmaceutical strategy must 
consider the entire supply chain, including raw materials, health and medical products, 
in order to enhance global access to affordable medical products and to address global 
production constraints and supply shortages during public health emergencies;

Possible regulatory action on off-patent medicines

58. Stresses the importance of continuous innovation, including off-patent innovation, to 
address patients’ unmet needs; notes that repurposing off-patent drugs has long been 
presented as a cost-effective and efficient way to develop new treatments; regrets that a 
lack of publicly available data has limited its potential; calls on the Commission to 
maintain simple public access to patenting and licensing conditions, information on 
clinical and pre-clinical trials and public and private contributions;

59. Supports the pilot project to adopt a framework for the reuse of off-patent medicines; 
calls on the Commission to stimulate competition by adapting a regulatory framework 
and stimulating investments in off-patent orphan and paediatric medicines, including for 
oncology, paediatric cancers, rare diseases and neurological diseases;

60. Insists that the repurposing of off-patent medicines must under no circumstances lead to 
a decline in accessibility and that price increases would defeat the low cost of off-patent 
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medications, a main point of interest of repurposing; therefore highlights the importance 
of public investment, coordination and initiative;

61. Calls on the Commission and the Member States to develop new pricing and 
reimbursement models for patent-expired drugs, including generics, aimed at ensuring 
full competition at the end of industrial property rights, and to continue to ensure the 
marketing of even more consolidated drugs in clinical practice, which is essential for 
patients;

High-performance computing and artificial intelligence

62. Recalls the essential role that new technologies, digitalisation and artificial intelligence 
can play in enabling researchers from European laboratories to work in a network and 
share their objectives and results, while fully respecting the European Data Protection 
Framework; calls on the Commission to support measures favouring open science in 
order to accelerate the sharing of data and research results within the scientific 
community in Europe and beyond;

63. Highlights the potential of AI-based solutions in strengthening the resilience and 
sustainability of the EU’s healthcare systems, while offering innovative therapies and 
better diagnosis using real-world data and keeping meaningful human control; insists 
that AI-based solutions must include safeguards to prevent any form of racial, social or 
gender bias; underlines the potential of big data to complement the evidence from 
clinical trials and fill knowledge gaps on medicines, as well as to help to better 
characterise diseases, treatments and the performance of medicines in individual 
healthcare systems;

64. Stresses the need to develop European federated data networks aiming to contribute to 
optimal research, development and healthcare delivery; underlines the importance of 
data sharing and data accessibility in deploying the full potential of AI in the field of 
healthcare, while putting in place robust ethical requirements and establishing clear 
liability rules; refuses the commercialisation of such data and notes the urgent need to 
act against the sale of such data to, among others, the pharmaceutical industry, health 
insurance providers, technology companies and employers;

65. Calls for the practical implementation of the General Data Protection Regulation 
(GDPR) as regards the processing of special categories of data for health research 
purposes, in particular with regard to data minimisation, purpose limitation, the 
secondary use of data and data transfer to non-EU countries, in order to avoid 
unnecessary restrictions for health research and cross-border data sharing; 
acknowledges the potential of health data to advance human rights, but calls on the 
Commission to ensure full compliance with the GDPR when working with it and that 
research collaborations with technology or other companies do not allow commercial 
actors to infringe on human rights; stresses that the EU must build a stronger European 
health union, in particular by supporting closer EU cooperation in research and 
development and by sharing health data; stresses that data sharing is for research 
purposes;

66. Considers that the interconnection and interoperability of high-performance computing 
infrastructures with the European health data area would ensure the availability of large, 
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high-quality health data sets, which are critically important for research and treatment of 
pathologies, especially rare diseases and paediatric conditions;

67. Stresses the importance of ensuring the protection of personal data while harnessing the 
benefits of digital technologies in the pharmaceutical and health sector; stresses that 
electronic product information should complement, but not replace, the package 
information leaflet;

68. Underlines that ensuring a fit-for-purpose regulatory environment is key to protecting 
public health, providing access to high-quality medicines and preventing shortages; 
stresses that adequate use of information technology systems will improve regulatory 
efficiency across Europe; calls on the Commission, therefore, to optimise the European 
regulatory framework by harmonising regulatory telematics projects with a focus on 
data quality, interoperability and interdependency;

69. Encourages the creation of European federated data networks that contribute to optimal 
research, development and healthcare delivery; highlights the need for a clearer 
definition of secondary data use and how it differs from primary data collection;

70. Points out that a range of EU programmes can be used to fund pharmaceutical research 
projects, such as Horizon Europe, InvestEU, EU4Health, cohesion policy and the 
Digital Europe programme for projects focusing on the deployment of artificial 
intelligence;

71. Welcomes the Commission’s intention, as part of the European Data Strategy, to 
establish a European health data area and to introduce interoperable tools for health data 
access in order to facilitate the secure and anonymous cross-border analysis of these 
data, which will be essential for the deployment of artificial intelligence;

72. Supports the adaptation of existing frameworks for acceptability in decision-making and 
the adoption of AI technologies to provide a pathway through which AI can be 
developed, adopted and implemented in healthcare systems through inclusivity, capacity 
and trust;

Gender and employment aspects of the pharmaceutical strategy

73. Calls on the Commission to ensure the right of access to healthcare as one of the core 
principles of the European Pillar of Social Rights; considers that the full realisation of 
this right requires a society that puts health first;

74. Calls for the EU pharmaceutical strategy to give deeper and greater attention to all 
aspects of gender-specific medicine; underlines the need to reflect the diversity of 
society and gender-specific issues in physiology when conducting research on 
medicines to support research and development in gender-specific medicine and to 
ensure that these issues are taken into account when granting market authorisation;

75. Calls on the health authorities and pharmaceutical companies to make determined 
efforts to address the persistent gender bias and guarantee an equal focus on male and 
female physiology in research and development;
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76. Stresses the importance of safe-guarding and creating quality jobs along the entire 
pharmaceutical value chain, avoiding relocation; calls on the Commission to promote 
equality in employment in the pharmaceutical sector; considers that public funding, 
notably under NextGenerationEU, requires employment safeguards; calls for fewer 
collective redundancies in companies distributing shareholder dividends;

77. Highlights the need for up-skilling, re-skilling and out-skilling of workers for healthcare 
careers in order to be better prepared for potential emergency and crisis situations; calls 
for due consideration to be given to the further training and retraining of workers 
involved at all stages of the value chain and to broadening the range of training 
opportunities for STEM specialists;

Environmental aspects of the pharmaceutical strategy

78. Calls for increased funding for research on the potential negative impact of 
pharmaceuticals on the environment and the links between the presence of 
antimicrobials in the environment and the development and spread of AMR; stresses 
that the EU has a global responsibility in containing AMR; invites the Commission to 
maximise synergies between European funds and other EU instruments and policies in 
this matter;

79. Highlights the latest evolution of pharmaceutical products towards disease and patient-
specific therapeutics, involving scrupulous manufacturing steps and the need to take 
into account the high sensitivity to environmental and transport conditions and 
complicating supply chain logistics; invites the Commission to maximise synergies 
between European funds and other EU instruments and policies in order to support the 
design and operation of robust manufacturing processes and distribution networks 
ensuring agile, responsive and reproducible manufacturing;

80. Stresses the need to promote reforms and investments in drug production technologies 
(environmental, digital, technological process and automation) necessary to ensure 
safety and innovation and protect the environment, as well as the need to stimulate 
investments in manufacturing technologies (greening, digital, process technology and 
automation) that are important to enable EU industries to bring about technological 
innovation and to meet society’s needs for security, value-added innovation and 
sustainability;

81. Urges the Commission to include assessment of the environmental properties of the 
active substance and the environmental standards in production in the marketing 
authorisation process and to review tendering procedures in order to reward sustainable, 
ethical and quality manufacturing;

82. Urges the Commission to propose the inclusion of environmental standards, especially 
on waste and wastewater management, in the Good Manufacturing Practice guidelines 
at international level;

83. Calls on pharmaceutical companies and academic researchers to intensify their efforts 
on research into discharges of medical waste into the environment; points to the current 
lack of knowledge about what happens to such waste in water and soil and the impact 
on human health, in particular as regards AMR; calls on the Commission, when revising 
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pharmaceutical legislation, to tighten up the requirements to be met by pharmaceutical 
undertakings as regards environmental risk assessment, and to make the study of 
antimicrobial resistance and research into and the development of new antimicrobials 
priorities.
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Matias, Joëlle Mélin, Dan Nica, Angelika Niebler, Ville Niinistö, Aldo 
Patriciello, Mauri Pekkarinen, Mikuláš Peksa, Tsvetelina Penkova, 
Morten Petersen, Markus Pieper, Clara Ponsatí Obiols, Manuela Ripa, 
Robert Roos, Sara Skyttedal, Maria Spyraki, Jessica Stegrud, Beata 
Szydło, Riho Terras, Grzegorz Tobiszowski, Patrizia Toia, Evžen 
Tošenovský, Marie Toussaint, Isabella Tovaglieri, Viktor Uspaskich, 
Henna Virkkunen, Pernille Weiss, Carlos Zorrinho

Substitutes present for the final vote Erik Bergkvist, Izaskun Bilbao Barandica, Cornelia Ernst, Valérie 
Hayer, Elena Lizzi, Jutta Paulus, Sandra Pereira, Angelika Winzig
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ECR Izabela-Helena Kloc, Zdzisław Krasnodębski, Beata Szydło, Grzegorz Tobiszowski, Evžen Tošenovský

NI András Gyürk

PPE François-Xavier Bellamy, Hildegard Bentele, Tom Berendsen, Vasile Blaga, Cristian-Silviu Buşoi, Jerzy Buzek, 
Maria da Graça Carvalho, Pilar del Castillo Vera, Andrius Kubilius, Angelika Niebler, Aldo Patriciello, Markus 
Pieper, Sara Skyttedal, Maria Spyraki, Riho Terras, Henna Virkkunen, Pernille Weiss, Angelika Winzig

Renew Nicola Beer, Izaskun Bilbao Barandica, Nicola Danti, Martina Dlabajová, Valter Flego, Claudia Gamon, 
Christophe Grudler, Valérie Hayer, Ivars Ijabs, Mauri Pekkarinen, Morten Petersen

S&D Niels Fuglsang

14 -
ECR Jessica Stegrud

The Left Marc Botenga, Cornelia Ernst, Marisa Matias, Sandra Pereira

Verts/ALE Michael Bloss, Ignazio Corrao, Ciarán Cuffe, Henrike Hahn, Ville Niinistö, Jutta Paulus, Mikuláš Peksa, 
Manuela Ripa, Marie Toussaint

24 0
ECR Robert Roos

ID Paolo Borchia, Markus Buchheit, Elena Lizzi, Thierry Mariani, Joëlle Mélin, Isabella Tovaglieri

NI Clara Ponsatí Obiols, Viktor Uspaskich

S&D Erik Bergkvist, Carlo Calenda, Josianne Cutajar, Lina Gálvez Muñoz, Nicolás González Casares, Robert Hajšel, 
Ivo Hristov, Romana Jerković, Eva Kaili, Łukasz Kohut, Miapetra Kumpula-Natri, Dan Nica, Tsvetelina 
Penkova, Patrizia Toia, Carlos Zorrinho
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